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ACTION HEW-06 

INFO OCT-OI EUR-I2 ISO-00 OES-05 EB-07 COME-00 TRSE-00 
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E.O. 11652: N/A 
TAGS: ETRD, TBIO, XX 

SUBJECT: RECALL OF MEDICAL DEVICE - BENNETT MONITORING SPIROMETER 
AND ALARM 

REE: STATE 001981 

1. SWISS DISTRIBUTORS OF BENNETT MEDICAL DEVICES, THE 
FIRM ING RUEGGE AG, INFORMED EMBASSY THEY RECEIVED 
COMMUNICATION FROM BENNETT ON JANUARY 16 ADVISING THEM 
TO DISREGARD FDA REQUEST AND NOT TO ALERT CUSTOMERS OF 
POSSIBLE MALFUNCTIONING OF EQUIPMENT SINCE EDA'S ACTION 
SAID TO EMANATE FROM MISUNDERSTANDING. 

2. PLEASE CLARIFY AND ADVISE. 
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